
86

21 CFR Ch. I (4–1–02 Edition)§ 203.11

manufacturer, except that FDA may 
grant permission to a person other 
than the manufacturer to reimport a 
prescription drug or insulin-containing 
drug if it determines that such re-
importation is required for emergency 
medical care.

§ 203.11 Applications for reimportation 
to provide emergency medical care. 

(a) Applications for reimportation for 
emergency medical care shall be sub-
mitted to the director of the FDA Dis-
trict Office in the district where re-
importation is sought (addresses found 
in § 5.115 of this chapter). 

(b) Applications for reimportation to 
provide emergency medical care shall 
be reviewed and approved or dis-
approved by each district office.

§ 203.12 An appeal from an adverse de-
cision by the district office. 

An appeal from an adverse decision 
by the district office involving insulin-
containing drugs or prescription 
human drugs, other than biological 
products, may be made to the Office of 
Compliance (HFD–300), Center for Drug 
Evaluation and Research, Food and 
Drug Administration, 7520 Standish 
Pl., Rockville, MD 20855. An appeal 
from an adverse decision by the dis-
trict office involving prescription 
human biological products may be 
made to the Office of Compliance and 
Biologics Quality (HFM–600), Center for 
Biologics Evaluation and Research, 
Food and Drug Administration, 1401 
Rockville Pike, Rockville, MD 20852.

Subpart C—Sales Restrictions
§ 203.20 Sales restrictions. 

Except as provided in § 203.22 or 
§ 203.23, no person may sell, purchase, 
or trade, or offer to sell, purchase, or 
trade any prescription drug that was: 

(a) Purchased by a public or private 
hospital or other health care entity; or 

(b) Donated or supplied at a reduced 
price to a charitable organization.

§ 203.22 Exclusions. 
Section 203.20 does not apply to: 
(a) The purchase or other acquisition 

of a drug for its own use by a hospital 
or other health care entity that is a 
member of a group purchasing organi-

zation from the group purchasing orga-
nization or from other hospitals or 
health care entities that are members 
of the organization. 

(b) The sale, purchase, or trade of a 
drug or an offer to sell, purchase, or 
trade a drug by a charitable organiza-
tion to a nonprofit affiliate of the orga-
nization to the extent otherwise per-
mitted by law. 

(c) The sale, purchase, or trade of a 
drug or an offer to sell, purchase, or 
trade a drug among hospitals or other 
health care entities that are under 
common control. 

(d) The sale, purchase, or trade of a 
drug or an offer to sell, purchase, or 
trade a drug for emergency medical 
reasons. 

(e) The sale, purchase, or trade of a 
drug, an offer to sell, purchase, or 
trade a drug, or the dispensing of a 
drug under a valid prescription. 

(f) The sale, purchase, or trade of a 
drug or the offer to sell, purchase, or 
trade a drug by hospitals or health care 
entities owned or operated by Federal, 
State, or local governmental units to 
other hospitals or health care entities 
owned or operated by Federal, State, or 
local governmental units. 

(g) The sale, purchase, or trade of, or 
the offer to sell, purchase, or trade 
blood or blood components intended for 
transfusion.

§ 203.23 Returns. 
The return of a prescription drug 

purchased by a hospital or health care 
entity or acquired at a reduced price by 
or donated to a charitable institution 
is exempt from the prohibitions in 
§ 203.20, provided that: 

(a) The hospital, health care entity, 
or charitable institution documents 
the return by filling out a credit memo 
specifying: 

(1) The name and address of the hos-
pital, health care entity, or charitable 
institution; 

(2) The name and address of the man-
ufacturer or wholesale distributor from 
which it was acquired; 

(3) The product name and lot or con-
trol number; 

(4) The quantity returned; and 
(5) The date of the return. 
(b) The hospital, health care entity, 

or charitable institution forwards a 
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copy of each credit memo to the manu-
facturer and retains a copy of each 
credit memo for its records; 

(c) Any drugs returned to a manufac-
turer or wholesale distributor are kept 
under proper conditions for storage, 
handling, and shipping, and written 
documentation showing that proper 
conditions were maintained is provided 
to the manufacturer or wholesale dis-
tributor to which the drugs are re-
turned.

Subpart D—Samples

§ 203.30 Sample distribution by mail or 
common carrier. 

(a) Requirements for drug sample dis-
tribution by mail or common carrier. A 
manufacturer or authorized distributor 
of record may distribute a drug sample 
to a practitioner licensed to prescribe 
the drug that is to be sampled or, at 
the written request of a licensed prac-
titioner, to the pharmacy of a hospital 
or other health care entity, by mail or 
common carrier, provided that: 

(1) The licensed practitioner executes 
and submits a written request to the 
manufacturer or authorized distributor 
of record, as set forth in paragraph (b) 
of this section, before the delivery of 
the drug sample; 

(2) The manufacturer or authorized 
distributor of record verifies with the 
appropriate State authority that the 
practitioner requesting the drug sam-
ple is licensed or authorized under 
State law to prescribe the drug prod-
uct; 

(3) The recipient executes a written 
receipt, as set forth in paragraph (c) of 
this section, when the drug sample is 
delivered; and 

(4) The receipt is returned to the 
manufacturer or distributor from 
which the drug sample was received. 

(b) Contents of the written request form 
for delivery of samples by mail or common 
carrier. (1) A written request for a drug 
sample to be delivered by mail or com-
mon carrier to a licensed practitioner 
is required to contain the following: 

(i) The name, address, professional 
title, and signature of the practitioner 
making the request; 

(ii) The practitioner’s State license 
or authorization number or, where a 

scheduled drug product is requested, 
the practitioner’s Drug Enforcement 
Administration number. 

(iii) The proprietary or established 
name and the strength of the drug sam-
ple requested; 

(iv) The quantity requested; 
(v) The name of the manufacturer 

and the authorized distributor of 
record, if the drug sample is requested 
from an authorized distributor of 
record; and 

(vi) The date of the request. 
(2) A written request for a drug sam-

ple to be delivered by mail or common 
carrier to the pharmacy of a hospital 
or other health care entity is required 
to contain, in addition to all of the in-
formation in paragraph (b)(l) of this 
section, the name and address of the 
pharmacy of the hospital or other 
health care entity to which the drug 
sample is to be delivered. 

(c) Contents of the receipt to be com-
pleted upon delivery of a drug sample. 
The receipt is to be on a form des-
ignated by the manufacturer or dis-
tributor, and is required to contain the 
following: 

(1) If the drug sample is delivered to 
the licensed practitioner who requested 
it, the receipt is required to contain 
the name, address, professional title, 
and signature of the practitioner or the 
practitioner’s designee who acknowl-
edges delivery of the drug sample; the 
proprietary or established name and 
strength of the drug sample and the 
quantity of the drug sample delivered; 
and the date of the delivery. 

(2) If the drug sample is delivered to 
the pharmacy of a hospital or other 
health care entity at the request of a 
licensed practitioner, the receipt is re-
quired to contain the name and address 
of the requesting licensed practitioner; 
the name and address of the hospital or 
health care entity pharmacy des-
ignated to receive the drug sample; the 
name, address, professional title, and 
signature of the person acknowledging 
delivery of the drug sample; the propri-
etary or established name and strength 
of the drug sample; the quantity of the 
drug sample delivered; and the date of 
the delivery.
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